
DEPARTMENT OF HEALTH 8s HUMAN SERVICES 

Food and Drug Administration 
Rockville MD 20857 

. November 29,200O 

The Honorable Jack A. Brown 
Senate Minority Leader 
Arizona State Senate 
Capitol Complex, Senate Building 
Phoenix, Arizona 85007-2890 

Dear Mr. Brown: 

This is in response to your letter to the Secretary of Health and Human Services, on behalf of one 
of your constituents, about a pending proposed rule to change federal hearing aid regulations. 

ln 1993, the Food and Drug Administration published an Advanced Notice of Proposed 
Rulemaking in the Federal Register to revise its regulations. One concern was the number of 
hearing aid purchasers who waived the current requirement for a hearing aid evaluation. 
Manufacturers, medical professionals, consumers, and hearing aid dispensers have commented 
on the rulemaking notice in writing and in meetings, but FDA has yet to publish a proposal. 

Your letter has been added to docket #93N0372, which was set up to receive written comments 
on the 1993 notice. According to rulemaking procedures, neither FD.A nor the Department of 
Health and Human Service can comment on what the proposal may or may not contain until after 
it publishes. 

Sincerely, 

Executive Secretariat 
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October 3,200O 

The Honorable Donna Shalala 
Secretary of Health and Human Services 
200 Independence Avenue NW, Room 6 15F 
Washington, DC 2020 I 

Dear Secretary Shalala: 

I was recently contacted by one of my constituents who is concerned about a possible FDA change 
in the hearing health care entry point. 

Presently, hearing aid specialists, audiologists and physicians are qualified entry points into the 
hearing health care delivery system. However, with the change the FDA is considering, audiologists 
would be the only recognized entry points into hearing health care. 

Because the above change would jeopardize the jobs of many hearing aid specialists, and would 
increase costs to the hearing impaired, I would like to urge that this FDA proposed hearing aid rule 
be withdrawn. 

Thank you for your consideration of my request in this matter. 

Sincerelp, 

Jack A. Brown 
Senate Minority Leader 
Legislative District 4 

cc: Roberta Lesher, BC-HIS 
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